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As you know, NIOSH is preparing to release a Current 
Intelligence Bulletin on Form,aldehyde. This Bulletin, in its 
prepublication folm, contains several serious errors and 
omissions which must be corrected before wide disseminat.ion of 
this publication begins. I trust that the Formaldehyde Institute 
s !-i a r e s my concerns. 

Specifically, the Bulletin states that its recox,mendation 
that formaldeh>vde be handled as a potential occupational 
carcinogen is b2sed "primarily" on the CIIT study and is 
s,Jpported b} the New York ilniversity study; It is totally 
inappropriate for a regulatory agency to dtaw conclusions as to 
carcinogenicity on the basis of preliminary animal test data that 
ha\Te not pet been reported in final form, much less subjected to 
peer review. Other prestigious international scientific bodies 
such as European Chemical Industry Ecology and Toxicology Center 
(EC'ETOC) 2nd the International Agency for Research on Cancer 
(I.LfiC) have observed proper sci entific procedures and have 
refused to act on preliminary data. ECETOC, after hcving 
reviewed the same data of the CIIT study as !JIOSH, stated that: 

Completion and e*<aluation of the remaining experimental 
WOI-k is necessary before conclusions can be dra-,.Jn iroAn 

this study, particularly as formaldehyde is a nor-mnal 
metabolic product. The nasal cancers occurred only in 
concentrations that produce chronic tissue irritation 
and thus it is considered that no cancer would deVe]Gp 
at concentrations which do not give rise to such 
effects. The obser\'ed regression of these changes 



follokying cessation of formaldehyde exposure may also be 
I/ important in the final evaluation.- 

EL-en the Rational Academy of Sciences has said with respect 
to the CIIT study that "the significance of these preliminary 
findings can be-evaluated only after 
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ompletion of the study and 

analysis of the Pathologic findings."- 

?4oreover, KIOSH has transgressed all scientific Protocols by 
relying on an unpublished scientific study conducted at tiew York 
Yniversity as sup-wrt for a preliminary study! Even the Federal 
panel exoressed serious reservations about this study because the 
animals kre ulti;r,ately espcsed to bis (chloronethyl) ether 
(3 1. - 'b' c L. *e The Federal Panel said that "It is not certain whether 
LL LiJe high nasal cancer evi2 ence is a result of the formaldehyde 
ex~y3silre, the (presumed) BCEiE exposure or the biological 
interactiq 
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of the 

mixture."? 
two or three components of the gas 

Kew York University's Department of Environmental 
i+:edicine, under the chairmanship of Dr. Arthur Upton (former 
Director of the Rational Cancer Institute), decided that this 
study by Dr. Sidney Leskin, who died several years ago, was 
unpublishable because of insufficient controls. This study is 
being repeate d now under the direction of Dr. Ray Albert. 

Undoubtedly, NIOSH had to go to extremes in order to find 
any study to "support the preliminary CIIT data." For the fact 
ren;ains that the animal studies, other than the CIIT, that have 
withstood academic-level revieu, have been negative with respect 
to formaldehyde exposure. The recent report on Formaldehvde and --.I_ -i-L- 
Other Aldehvdes by the National Academy of Sciences reviews these _.-_ 
negative animal studies in depth. The lack of a similar 
discussion in the.NIOSH document is a serious omission of such 
r;,agnitude as to constitute error and be nirsleading on its face. 

Another factor that prevents the Bulletin from being 
balanced is the failure to discuss any of the epidemiology 
studies that have been done on workers exposed to form,aldehyde. 
A rev i ew analogous to NIOSH's effort was undertaken by the 
Canadian Kealth and kielfare Ministry and it r-e-ported that "Hc;rzn 
epid.?miological data thus far have identified no irJcrEzse in 
nesal carcinorr,a in anatomical pathologi 
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s and undertai;ers with 

occupational exposure to formaldehyde."- Of course, we 
acknowledge that mlore epidemiological studies of the kind 
reco:Iz:Iended by the National Academy of Sciences are desirable and 
the Formaldehyde Institute has und,ertaken such studies. HcwevI;r, 
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the fact that 7,000 workers with long term e>:?csures to 
fozaldehyde ha\?e alread) been studied and found to have no 
highsr incidence of nasal and respiratory cancer is a very 
significant one. It is irrespon sible for NIOSH not to mention 
these facts. 

Finally, PZIOSH has erred in not mentioning the environmental 
agents that can modify the human response to formaldehyde 
r>:osure. The Xational Academy of Sciences has quite clearly 
&minted out that "the presence of environmental agents other than 
formal dehdye, smoking history, variability of health status, age 
and genetic predisposition 2~ay modify responses to formal- 
d e:?yde. " An adequate evaluation of these factors is critical in 
order to accurately assess the health risks attributable solely 
t0 forz,alr~ehl,i:e. 

The basic concern with the KICSH 3ulletin is that it is 
extremely ?rc~.ature because no conclusions can be drawn about the 
carcinogenic risks to hlm,ans essosed to fol-maldehyde due to the 
incorr~pleteAricss of data. KIOSH i-,as further cozlpounded its initial 
error by picking and choosing which preliminary information it 
intends to release to the public. sather than a scientifically 
balanced approach to the evidence accumulated to date on any 
health effects associated with formaldehyde exrxsure, NIOSH has 
selected questionable Xew York University and preliminary CIIT 
data to advocate its premature concllusion that formaldehyde is a 
carcinogen in huz,ans. 

Such precipitous action can no longer be tolerated by 
society. The public has alread suffered through several such 
cancer scares and the credibility of gover-rLTIent and science is at 
- low ebb with serious counter3rodu-L L~i\~e effects occurring. The 
iiszstrous nitrate exz)erience it FE.4 should have t;arned acencles 
Of the hazards of gouernment actions based on ~relim,inary~anir,al 
data that have not been subjected to peer review. In that 
instance, 10 percent of the entire food supply was jeopardized 
for two \'ears 51 FDA's hasty conclusion as to the carcinogenicity 
of nitrites. Later, it ~2s shcun to be in error. In this 
ir:stance, cse of a building block chemical in industries 
co:?rising 8 per-cent of the GNP stands to be jeopardized by 
I<!C!SH's scticn. It is my ferkyent hope that the Formaldehyde 
Institute can a\'ert such a disaster for society. 

Sincerely 
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Demopoulos, M. 
Associate 2rofessor 
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